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GLUCOTROL® (lllpulltl Tablets

Brief

INDICATIONS AND I.ISME GLUCOTROL is indicated as an adjunct to diet for the control of hyperglycemia in patients
with non-insulin-dependent diabetes mellitus (NIDDM, type 1) after an adequate trial of dietary therapy has proved
unsatisfactory.

CONTRAINDICATIONS: GLUCOTROL is contraindicated in patients with known hypersensitivity to the drug or with
diabetic ketoacidosis. with or without coma. which should be treated with insulin.

SPECIAL WARNING ON INCREASED RISK OF CARDIOVASCULAR MORTALITY: The administration of oral hypogly-
cemic drugs has been reported to be with mortality as compared to
treatment with diet alone or diet pius insulin. This warning is based on the study by the
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Gmup Diabetes Program (UGDP), a long-term clinical trial 10 evaluate the of
drugs in or delaying vascular complications in patients with non-insulin-dependent
dlabms The study involved 823 patients who were randomly assigned to one of four treatment groups (Diabetes
19, supp. 2:747-830, 1970).
UGDP reported that patients treated for 5 to 8 years with diet plus a fixed dose of tolbutamide (1.5 grams per day)
had a rate of mortality 2-1/2 times that of patients treated with diet alone. A
significant increase in total mortality was not but the use of was based on the
increase in cardiovascular mortality, thus Itmm-g the opportunity for the study to show an increase in overall
y. Despiti of these resuits, the findings of the UGDP study
provide an adequate basis for this -ming m ullom should be of the rigks and
of GLUCOTROL and of alternative modes of therapy.
Although only one drug in the sulfonylurea class (tolbutamide) was included in this study, it is prudent from a
safety standpoint to consider that this warning may aiso apply to other oral hypoglycemic drugs in this class, in
view of their close similarities in mode of action and chemical structure.
PRECAUTIONS: Renal and Hepatic Disease: The metabolism and excretion of GLUCOTROL may be slowed in patients
with impaired renal and/or hepatic function. Hypoglycemia may be proionged in such patients should it occur.
Hypoglycemia: All sulfonylureas are capable of producing severe hypoglycemia. Proper patient selection. dosage and
instructions are important to avoid hypoglycemia. Renal or hepatic insufficiency may increase the risk of hypogly-
cemic reactions. Elderly, debili or ished patients and those with adrenal or pituitary insufficiency are
particularly susceptible to the hypoglycemic action of glucose-lowering drugs. Hypoglycemia may be difficult to
recognize in the elderly or people taking beta-adrenergic blocking drugs. Hypoglycemia is more likely to occur when
caloric intake is deficient, after severe or prolonged exercise, when alcohol is ingested, or when more than one
glucose-lowering drug is used
Loss of Control of Blood Glucose: A loss of control may occur in diabetic patients exposed to stress such as fever,
trauma, infection or surgery. It may then be necessary to discontinue GLUCOTROL and administer insulin
Laboratory Tests: Blood and urine glucose should be of gl hemo-
globin may be useful.
Information for Patients: Patients should be informed of the potential risks and advantages of GLUCOTROL. of
alternative modes of therapy, as well as the importance of adhering to dietary instructions, of a regular exercise
program, and of regular testing of urine and/or blood glucose. The risks of hypoglycemia, its symptoms and

. and i that toits should be to patients and responsible family

members. Primary and secondary 1allure should also be explained.
Drug The ic action of may be by certain drugs including non-
steroidal anti-inflammatory agents and other drugs that are highly protein bound. salicylates. sulfonamides, chlor-
oxidase and beta gic blocking agents. /n vitro

studies nnmcate that GLUCOTROL bmds differently than tolbutamide and does not interact with salicylate or dicumarol.
However, caution must be exercised in extrapolating these findings to a clinical situation. Certain drugs tend to
produce hyperglycemia and may lead to loss of control. including the thiazides and other diuretics, corticosteroids.
phenothiazines. thyroid products, I oral nicotinic acid.

calcium channel blocking drugs. and isoniazid. A potential ion between oral and oral hypogly
agents leading to severe hypoglycemia has been reported. Whether this interaction also occurs with the intravenous.
topical. or vaginal preparations of miconazole is not known.

of Fertility: A 20-month study in rats and an 18-month study in mice at
doses up to 75 times the maximum human dose revealed no evidence of drug-related carcinogenicity. Bacterial and in
vivo mutagenicity tests were uniformly negative. Studies in rats of both sexes at doses up to 75 times the human dose
showed no effects on fertility.

Pregnancy: Pregnancy Category C: GLUCOTROL (glipizide) was found to be mildly fetotoxic in rat reproductive studies
at all dose levels (5-50 mg/kg). This fetotoxicity has been similarly noted with other sulfonylureas. such as
tolbutamide and tolazamide. The effect is perinatal and believed to be directly related to the pharmacologic
(hypogiycemic) action of GLUCOTROL. In studies in rats and rabbits no teratogenic effects were found. There are no
adequate and well-controlled studies in pregnant women. GLUCOTROL should be used during pregnancy only if the
potential benefit justifies the potential risk to the fetus.

Because recent ggests that biood glucose levels during pregnancy are associated with a
higher of . many experts recommend that insulin be used during pregnancy to
maintain blood glucose levels as close to normal as possible.

Nonteratogenic Eftects: Prolonged severe hypoglycemia has been reported in neonates born to mothers who were
receiving a sulfonylurea drug at the time of delivery. This has been reported more frequently with the use of agents with
prolonged half-lives. GLUCOTROL should be discontinued at least one month before the expected delivery date.
Nursing Mothers: Since some sulfonylurea drugs are known to be excreted in human milk, insulin therapy shoutd be
considered if nursing is to be continued

Pediatric Use: Safety and effectiveness in children have not been established.

ADVERSE REACTIONS: In controlied studies, the frequency of serious adverse reactions reported was very low. Of
702 patients, 11.8% reported adverse reactions and in only 1.5% was GLUCOTROL discontinued

Hypoglycemia: See PRECAUTIONS and OVERDOSAGE sections.

the most common, were reported with the following approximate
incidence: nausea and diarrhea, one in 70; constipation and gastralgia. one in 100. They appear to be dose-related and
may disappear on division or reduction of dosage. Cholestatic jaundice may occur rarely with sulfonylureas:
GLUCOTROL should be discontinued if this occurs.

Allergic skin { ing erythema, morbilliform or maculopapular eruptions, urticaria,
pruritus, and eczema have been reported in about one in 70 patients. These may be transient and may disappear
despite continued use of GLUCOTROL; if skin reactions persist. the drug should be discontinued. Porphyria cutanea
tarda and phmosensmvity reactions have been reported with sulfonylureas.

penia, ic anemia, aplastic anemia, and pan-

cytopenia have been reponed wlth sul'onylureas
Hepatic porphyria and like aicohot ions have been reported with sulfonylureas. Clinical
experience to date has shown that GLUCOTROL has an low of ik
Cases of hy ia and the sy of inapprop hormone 1SIADH)
secretion have been reported with this and other sulfonylureas.
Dizziness, and have each been reported in about one in fifty patients treated
with GLUCOTROL. They are usually transient and seidom require discontinuance of therapy.
OVERDOSAGE: of GLUCOTROL can produce hypoglycemia. It hypoglycemic
coma is diagnosed or suspected, the patient should be given a rapid injection of
(50%) glucose solution. This should be followed by a continuous infusion of a more dilute (10%) glucose solution ata
rate that will maintain the blood glucose at a level above 100 mg/dL. Patients should be closely monitored for a
minimum of 24 to 48 hours since hypoglycemia may recur after apparent clinical recovery. Clearance of GLUCOTROL
from plasma would be prolonged in persons with liver disease. Because of the extensive protein binding of
GLUCOTROL (glipizide). dialysis is unlikely to be of benefit.
DOSAGE AND ADMINISTRATION: There is no fixed dosage regimen for the management of diabetes mellitus with
GLUCOTROL; in general, it should be given approximately 30 minutes before a meal to achieve the greatest reduction
in postprandial hyperglycemia.
Initial Dose: The recommended starting dose is 5 mg before breakfast. Geriatric patients or those with liver disease
may be started on 2.5 mg. Dosage should y be in of 2.5-5 mg, as determined by
blood glucose response. At least several days should elapse between titration steps.
Maximum Dose: The maximum recommended total daily dose is 40 mg.
Maintenance: Some patients may be ona day regimen. while others show better
response with divided dosing. Total daily doses above 15 mg should ordinarily be divided
HOW SUPPLIED: GLUCOTROL is available as white, dye-free, scored diamond-shaped tablets imprinted as follows:
5 mg tablet—Pfizer 411 (NDC 5 mg 0049-4110-66) Botties of 100; 10 mg tablet—Pfizer 412 (NDC 10 mg 0049-4120-66)
Bottles of 100.
CAUTION: Federal law prohibits dispensing without prescription.
Move detailed on request.

RoeRlG A division of Pfizer Pharmaceuticals
New York. New York 10017
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